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1. This opinion contains indications relating to the following items: 
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Box No. I 
Box No. 11 
Box No. Ill 
Box No. IV 
Box No. V 

Box No. VI 
Box No. VII 
Box No. Vm 



Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43Wj.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the intemattonal application 



2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Pre^unmary Examining Authority ("IPEA") except that this does not apply where the ^P^tTch^S^ «^ 
Autfionty other Oian this one to be the IPEA and the chosen IPEA has notified the InteiSational Bureau uSSeTl^.r« 
that vwitten opuiions of this International Searching Authority will not be so considerxjd. 00. 1 W5fi») 

If Oiis opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
If For^TcT/T^^^^^^ '^.k''' appropriate with arnendments, before the expiration o f 3 months from the date of mdh^g 

of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever expiXlater. 
For further options, see Form PCT/lSA/220. . 11-14- ^3 \ 

3n->o 



3. For further details, sec notes to Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US04/37587 


Box No. I Basis of this opinion 


1 . With regard to the language, this opinion has been established on the basis of: 




^ the international application in the language in which it was filed 




1 1 a translation ofthe international application into . which is the ianeuase of a translation furnished for the Dumoses of 
international search (Rules 12.3(a) and 23.1(b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




1^ a sequence listing 




1 1 table(s) related to the sequence listing 




b. format of material 




1^ on paper 




1^ in electronic form 




c. time of flling/fiimishing 




1 1 contained in the international application as filed. 




1 1 filed together with the international application in electronic form. 




^ furnished subsequently to (his Authority for the purposes of search. 


3. 1^ In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
or furnished, the required statements that the informatbn in the subsequent or additional copies is identical to that in the 
application ts filed or does not go beyond the ai^tication as filed, as appropriate, were furnished. 


4. Additional comments: 





Form PCT/ISA/237(Box No. I) (April 2005) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US04/37587 



Box No. IV Lack of unity of invention 



1 . ^ In response to the invitation (Form PCT/ISA/206) to pay additional fees the applicant has, within the applicable time limit: 

paid additional fees 

I I paid additional fees under protest and, where applicable, the protest fee 
I I paid additional fees under protest but the applicable protest fee was not paid 
I ^ I not paid additional fees 

2. I I This Authority found that the requirement of unity of invention is not complied with and chose not to invite the applicant to 

pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 13. 1, 13.2 and 13.3 is 
I I complied with 




not complied with for the following reasons: 
See the lack of unity section of the International Search Report(Fonn PCT/ISA/210) 



4. C onse quently, this opinion has been established in respect of the following parts of the international application: 
IXI all parts. 

I I the parts relating to claims Nos. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US04/37587 



Box No. V Reasoned statement ander Rule 43 to.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 

Novelty (N) Claims l^U YES 

Claims none ^NO 

Inventive step (IS) Claims Mj , YES 

Claims none ^NO 

Industrial applicability (lA) Claims 1-11 YES 

Claims NONE ^NO 



2. Citations and explanations: 

Claims I-l 1 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest genetic material 
comprising any ofhaplotypes 8-1 0, or isolated genetic material comprising the indicated microsatellite markers in combination, or 
genetic material comprising the indicated haplotypes in combination with either a nucleic acid molecule comprising at least 17 
consecutive nucleotides of SEQ ID NO: I with the variations indicated in claim 2(b), or any of the haplotypes listed in claim 2(c). 
Further, the art does not teach or suggest a method of diagnosing dyslexia with any of the isolated genetic material as set forth in claims 
1 or 2, or a method of classifying a dyslexic individual by diagnosing dyslexia or a predisposition to dyslexia using any of the isolated 
genetic material as set forth in claims I or 2. Additionally, the prior art does not teach or suggest a method of amefiorating the 
symptoms of dyslexia by diagnosing dyslexiaor a predisposition to dyslexia in an individual using any of the isolated genetic material 
as set forth in claims 1 or 2 and treating the individual. 



Form PCT/ISA/237 (Box No. V) (April 2005) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTAJS04/375S7 



Box No. Vni Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on Ifae questions whether the cbims are fully 
supported by the description, are made: 

Claims 1 and 2 are objected to under PCX Rule 66.2(a)(v) as lacking clarity under PCT Article 6 because claims I and 2 are indefinite 
for the following reason(s): It is unclear from the claimed recitation as to whether the genetic material encompassed by the claims 
includes one nucleic acid molecule or multiple molecules. For example, in claim 1 it is unclear if the molecule comprises the full region 
in between the microsalellite markers as well as SEQ ID NO: 1, or separate molecules comprising portions of the regions. Additionally, 
it is unclear whether in claim 2, the claim further limits the specific molecule of claim 1, or is drawn to added molecules each possibly 
comprising a different haplotype, or portions of such on separate molecules. 

Claim 3-1 1 are objected to as lacking clarity under PCT Rule 66.2(a)(v) because the claims are not fully supported by the description. 
The application, as originally filed, did not describe: methods of diagnosis cr ameliorating the symptoms of dyslexia or preventing 
dyslexia. The claims enconpass diagnosis based on the detection of one of haplotypes 8-10, however as noted in the application, the 
results of analysis for the 190,198, 214,190 and 214,192 microsatellite combination were only 3.2 to 9.5, 1.6 to 2 or 1.2 to 3.6, 
respectively, fold greater for dyslexics than non dyslexics. The application conchides that these can be used lo determine rii^ of 
occurrence, not diagnosis. Further, at page 23, the application teaches haptotypes 5-1 1 occurred in only die dyslexic population, 
however the claims encompass diagnosis with other haplotypes. The application concludes that these haplotypes are associated with the 
risk of exhibiting dyslexic phenotypes, but does not teach that one can diagnose an individual based on such haplotypes. The 
application is further unclear in that it cannot be determined whether the haplotypes 5-1 1 at line 35 correspond to the haplotypes in table 
5, or how they correlate lo the haplotypes in table 5. The application provides no teaching of treatment of dyslexia such as 
amelioration of symptoms or preventicn of dyslexia. 



Claims 3-1 1 are objected to as lacking clarity under PCT Rule 66.2(a)(v) because of the claims are not fully supported by the 
description. The description does not disclose the claimed invention in a marmer sufficiently clear and complete for the claimed 
invention to be carried ovtL by a person skilled in the art because: The claims encompass diagnosis based on the detection of one of 
haplotypes 8-10, however as noted in the application, the results of analysis for the 190,198, 214,190 and 214,192 microsatellite 
combination^were only 3.2 to 9.5, 1.6 to 2 or 1.2 to 3.6, respectively, fold greater for dyslexics than non dyslexics. The application 
concludes that-these can be used to determine risk of occurrence, not diagnosis. Given that for some markers, the vahies were not much 
greater than 1 for dyslexics than non-dyslexics, the use of the markers to diagnose (fyslexia is not predictable. Further, at page 23, the 
application teaches haplotypes 5-1 1 occurred in only the dyslexic population, however the claims encompass diagnosis with other 
haplotypes. The application concludes that these haplotypes are associated with the risk of exhibiting dyslexic phenotypes, but does not 
teach that one can diagnose an individual based on such haplotypes. The application is further unclear in that it carmot be determined 
whether the haplotypes 5-1 1 at line 35 correspond to the haplotypes in table 5, or how they correlate to the haplotypes in table 5. The 
application does not provide any statistical values to assess the predictability of the results disclosed. The application provides no 
teaching of treatment of dyslexia such as amelioration of symptoms or prevention of dyslexia 



Form PCT/ISA/237 (Box No. VlII) (April 2005) 



NOTES TO FORM PCT/ISA/220 



These Notes arc intended lo give the basic insfniclions concerning the filing of amendments under Article 19. The 
Note7«rrbalTon^e riquirem« Paten. Cooperation Treaty, the Regulations and Admm.slrat.ve Inslnicums 

u^;^^^^hu. Tr"V^ In caTol- discrepant between these No.es and .hose requjjements. the latter are applicable. For mo« 
detailed mformalion. see also (he PCT Applicant s Guide, a publication of WIPO. 

In ihe.sc Notes. •Article." "Rule" and "Section" refer to the provisions of the PCT. the PCT Regulations and .he PCT 
Administralive Instnictions, rcspecii vef y. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 



Th^ flnnlic^i has after havinc received the iniemalional search report and !he wrinen opinion of the International 

The attention of the applicant is drawn to the fact that amendments lo the claims under Article a« not al^^owcd where 
the /ntratio^Tsi^^^^^^ has declared, under Article 17(2). that no mtemat.onal search report would be 

established (sec PCT Appticant s Guide. Volume I/A, paragraph 296). 

What parts of the international application may be amended ? 
Under Article 19. only the claims may be amended. 

Article 34 before the intemalional Preliminary Examining Authonty. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 or. 

where applicable. Article 4 1 . 

^-•"^ Sev^eT.re^HS:.tr^r^^^^^^^^^ 

*een receUd ^^^He^rthey are received by the InteniationaJ Bureau atter the expiration of the applicable time 

lima but befo ™tte ctiipletL of the lechnilcal preparations for inteniational publication (Rule 46.1). 



Where not to file the amendments ? 

The amendments may only be filed with the International Bureau and not w.ih the receiving Office or the 
Intemalional Searching Authority (Rule 46.2). 

Where a demand for international prclimmary examination has been/is filed, sec below. 



How ? Hither by cancelling one or more entire claims, by adding one or more new claims or by amending the text of one 
or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs- from the sheet origmally tiled. 

Ail the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where » <='fi"; 
canceMed no rcnuTbe^^^^^^ is required. In all cases where claims are renumbered, they must be 

renumbered consecutively CSection 205Cb)). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments ? 
Letter (Section 20S(b)): 

The amendments must be submitted with a letter. 

The letter will not be published with the international application and the amended claims^ ^'l?"*^ """^ 
confu^d with the ••Statement under Article 19(1)" (.see below, under "Statement under Article 19(1) ). 
The letter must be in English or French, at the choice of the appUcant. However, ^J"^ •«".e"*g*L°^'**? 
imernat,"^^^^^^ English, the letter must be in English; if the language of the .ntemaaonal 
application is French, the letter must be in French > ^ 



Notes to Form PCT/ISA/220 (Hrst sheet) (January 2004) 



